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Section 222, act Jan. 19, 1929, ch. 82, §2, 45 Stat. 1085,
provided for narcotic farms.

Section 222a, act June 23, 1935, ch. 725, §1, 49 Stat.
1840, provided name for narcotic farm at Lexington, Ky.

Section 222b, act Mar. 28, 1938, ch. 55, §1, 52 Stat. 134,
provided name for narcotic farm at Fort Worth, Texas.

Section 223, act Jan. 19, 1929, ch. 82, §3, 456 Stat. 1085;
1939 Reorg. Plan No. I, §205(b), eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1425, provided for an annual estimate of
expenses of maintenance of narcotic farms.

Section 224, act Jan. 19, 1929, ch. 82, §4, 45 Stat. 1086,
provided for construction of buildings for two of the
narcotic farms.

Section 225, acts Jan. 19, 1929, ch. 82, §5, 45 Stat. 1086;
June 14, 1930, ch. 488, §4(a), 46 Stat. 586; 1939 Reorg. Plan
No. I, §§201, 205, eff. July 1, 1939, 4 F.R. 2728, 53 Stat.
1424, provided for control and management of narcotic
farms.

Section 226, act Jan. 19, 1929, ch. 82, §6, 45 Stat. 1086;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for care and treatment
of addicts.

Section 227, act Jan. 19, 1929, ch. 82, §7, 456 Stat. 1086,
provided for transfer to and from farms of addicts who
are prisoners.

Section 228, act Jan. 19, 1929, ch. 82, §8, 45 Stat. 1087,
provided that it was the duty of prosecuting officers to
report convicted persons believed to be addicts.

Section 229, act Jan. 19, 1929, ch. 82, §9, 45 Stat. 1087;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for employment of ad-
dicts.

Section 230, act Jan. 19, 1929, ch. 82, §10, 45 Stat. 1087,
provided for parole of inmates.

Section 231, act Jan. 19, 1929, ch. 82, §11, 45 Stat. 1087;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for discharge of ad-
dicts.

Section 232, act Jan. 19, 1929, ch. 82, §12, 45 Stat. 1088;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for admission of vol-
untary patients.

Section 233, act Jan. 19, 1929, ch. 82, §13, 45 Stat. 1088;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for furnishing of gratu-
ities and transportation to discharged convicts.

Section 234, act. Jan. 19, 1929, ch. 82, §14, 45 Stat. 1089;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided penalties for introduc-
tion of narcotic drugs into a narcotic farm.

Section 235, act Jan. 19, 1929, ch. 82, §15, 45 Stat. 1089,
provided penalties for escape of inmates.

Section 236, act Jan. 19, 1929, ch. 82, §16, 45 Stat. 1089,
provided penalties for procuring of escape by inmates.

Section 237, act Jan. 19, 1929, ch. 82, §17, 45 Stat. 1089,
provided for deportation of alien inmates who are enti-
tled to a discharge from narcotic farms.

RENUMBERING OF REPEALING ACT

Section 611 of act July 1, 1944, which repealed this
section, was renumbered §711 by act Aug. 13, 1946, ch.
958, §5, 60 Stat. 1049, §713 by act Feb. 28, 1948, ch. 83,
§9(b), 62 Stat. 47, §813 by act July 30, 1956, ch. 779, §3(b),
70 Stat. 720, §913 by Pub. L. 88-581, §4(b), Sept. 4, 1964,
78 Stat. 919, §1013 by Pub. L. 89-239, §3(b), Oct. 6, 1965,
79 Stat. 931, §1113 by Pub. L. 91-572, §6(b), Dec. 24, 1970,
84 Stat. 1506, §1213 by Pub. L. 92-294, §3(b), May 16, 1972,
86 Stat. 137, §1313 by Pub. L. 93-154, §2(b)(2), Nov. 16,
1973, 87 Stat. 604, and was repealed by Pub. L. 93-222,
§7(b), Dec. 29, 1973, 87 Stat. 936.
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uisite accompanying statements in
advertisements and other descrip-
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(s) Devices subject to performance stand-

ards not bearing requisite labeling.
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failure or refusal to give required
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(u) Identification of manufacturer.
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(i) Labeling supplements.

(j) Dissemination of pediatric informa-
tion.

(k) Clarification of interaction of market
exclusivity under this section and
market exclusivity awarded to an
applicant for approval of a drug
under section 355(j) of this title.

() Prompt approval of drugs under sec-
tion 355(j) of this title when pedi-
atric information is added to label-
ing.
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Research into pediatric uses for drugs and bi-
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(a) New drugs and biological products.
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ucts.
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product.
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product.
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measures.
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(d) Definitions.
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designation by Secretary.
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(a) Definitions.
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(b) Annual registration.

(c) New producers.

(d) Additional establishments.

(e) Registration number; uniform system
for identification of devices in-
tended for human use.

(f) Availability of registrations for in-
spection.

(g) Exclusions from application of sec-
tion.

(h) Inspection of premises.

(i) Registration of foreign establish-
ments.

(j) Filing of lists of drugs and devices
manufactured, prepared, propagated
and compounded by registrants;
statements; accompanying disclo-
sures.

(k) Report preceding introduction of de-
vices into interstate commerce.

(I) Exemption from reporting require-
ments.

(m) List of exempt class II devices; deter-
mination by Secretary; publication
in Federal Register.

(n) Review of report; time for determina-
tion by Secretary.

(0) Reprocessed single-use devices.

(p) Electronic registration.
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Unsafe new animal drugs and animal
feed containing such drugs; condi-
tions of safety; exemption of drugs
for research; import tolerances.

Filing application for uses of new ani-
mal drug; contents; patent informa-
tion; abbreviated application; pre-
submission conference.

Period for submission and approval of
application; period for notice and
expedition of hearing; period for is-
suance of order; abbreviated appli-
cations; withdrawal periods; effec-
tive date of approval; relationship
to other applications; withdrawal or
suspension of approval; bioequiva-
lence; filing of additional patent in-
formation.

Grounds for refusing application; ap-
proval of application; factors; ‘‘sub-
stantial evidence’ defined; combi-
nation drugs.

Withdrawal of approval; grounds; im-
mediate suspension upon finding
imminent hazard to health of man
or animals.

Revocation of order refusing, with-
drawing or suspending approval of
application.

Service of orders.

Appeal from order.

Publication in Federal Register; ef-
fective date and revocation or sus-
pension of regulation.

Exemption of drugs for research; dis-
cretionary and mandatory condi-
tions.

Food containing new animal drug
considered unadulterated while ap-
proval of application for such drug
is effective.

Records and reports; required infor-
mation; regulations and orders; ex-
amination of data; access to
records.

Feed mill licenses.

Abbreviated applications for new ani-
mal drugs; contents, filing, etc.;
lists of approved drugs.
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(o) “Patent’ defined.
(p) Safety and effectiveness data.
Classification of devices intended for human
use.

(a) Classes of devices.

(b) Classification panels.

(c) Classification panel organization and
operation.

(d) Panel recommendation; publication;
priorities.

(e) Classification changes.

(f) Initial classification and reclassifica-
tion of certain devices.

(g) Information.

(h) Definitions.

(i) Substantial equivalence.

Performance standards.

(a) Reasonable assurance of safe and ef-
fective performance; periodic eval-
uation.

(b) Establishment of a standard.

(c) Recognition of standard.

Premarket approval.
(a) General requirement.
(b) Regulation to require premarket ap-
proval.
(c) Application for premarket approval.
(d) Action on application for premarket
approval.
(e) Withdrawal and temporary suspen-
sion of approval of application.
(f) Product development protocol.
(g) Review.
(h) Service of orders.
(i) Revision.
Banned devices.

(a) General rule.

(b) Special effective date.
Judicial review.

(a) Petition; record.

(b) Additional data, views, and argu-
ments.

(c) Standard for review.

(d) Finality of judgments.

(e) Remedies.

(f) Statement of reasons.

Notification and other remedies.

(a) Notification.

(b) Repair, replacement, or refund.

(c) Reimbursement.

(d) Effect on other liability.

(e) Recall authority.

Records and reports on devices.

(a) General rule.

(b) User reports.

(c) Persons exempt.

(d) Repealed.

(e) Device tracking.

(f) Reports of removals and corrections.

General provisions respecting control of de-
vices intended for human use.

(a) General rule.

(b) Custom devices.

(c) Trade secrets.

(d) Notices and findings.

(e) Restricted devices.

(f) Good manufacturing practice require-
ments.

(g) Exemption for devices for investiga-
tional use.

(h) Release of information respecting
safety and effectiveness.

(i) Proceedings of advisory panels and
committees.

(j) Traceability.

(k) Research and development.

() Transitional provisions for devices
considered as new drugs.

(m) Humanitarian device exemption.
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360k. State and local requirements respecting de-
vices.
(a) General rule.
(b) Exempt requirements.
3601. Postmarket surveillance.
(a) In general.
(b) Surveillance approval.
Accredited persons.
(a) In general.
(b) Accreditation.
(c) Duration.
(d) Report.

PART B—DRUGS FOR RARE DISEASES OR CONDITIONS
360aa.

360m.

Recommendations for investigations of drugs
for rare diseases or conditions.
(a) Request by sponsor; response by Sec-
retary.
(b) Regulations.
Designation of drugs for rare diseases or con-
ditions.
(a) Request by sponsor; preconditions;
“‘rare disease or condition’ defined.
(b) Notification of discontinuance of drug
or application as condition.
(c) Notice to public.
(d) Regulations.
Protection for drugs for rare diseases or con-
ditions.
(a) Exclusive approval, certification, or
license.
(b) Exceptions.
Open protocols for investigations of drugs for
rare diseases or conditions.
Grants and contracts for development of
drugs for rare diseases and conditions.
(a) Authority of Secretary.
(b) Definitions.
(c) Authorization of appropriations.

360bb.

360cc.

360dd.

360ee.

PART C—ELECTRONIC PRODUCT RADIATION CONTROL

360hh.
360ii.

Definitions.
Program of control.

(a) Establishment.

(b) Powers of Secretary.

(c) Record keeping.

Studies by Secretary.

(a) Report to Congress.

(b) Participation of other Federal agen-
cies.

(c) Organization of studies and participa-
tion.

Performance standards for electronic prod-
ucts.

(a) Promulgation of regulations.

(b) Administrative procedure.

(c) Publication in Federal Register.

(d) Judicial review.

(e) Availability of record.

(f) Technical Electronic Product Radi-
ation Safety Standards Committee.

(g) Review and evaluation.

(h) Product certification.

36011. Notification of defects in and repair or re-
placement of electronic products.

(a) Notification; exemption.

(b) Method of notification.

(c¢) Requisite elements of notification.

(d) Copies to Secretary of communica-
tions by manufacturers to dealers
or distributors regarding defects.

(e) Notice from Secretary to manufac-
turer of defects or failure to comply
with standards.

(f) Correction of defects.

(g) Effective date.

Imports.

(a) Refusal of admission to noncomplying

electronic products.
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360kK.

360mm.
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(b) Bond.

(c) Liability of owner or consignee for ex-
penses connected with refusal of ad-
mission.

(d) Designation of agent for purposes of
service.

Inspection, records, and reports.

(a) Inspection of premises.

(b) Record keeping.

(c) Disclosure of technical data.

(d) Public nature of reports.

(e) Trade secrets.
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SUBCHAPTER I—SHORT TITLE
§301. Short title

This chapter may be cited as the Federal
Food, Drug, and Cosmetic Act.

(June 25, 1938, ch. 675, §1, 52 Stat. 1040.)
EFFECTIVE DATE; POSTPONEMENT IN CERTAIN CASES

Act June 23, 1939, ch. 242, §§1, 2, 53 Stat. 853, 854, pro-
vided that:

“[SEC. 1] (a) The effective date of the following provi-
sions of the Federal Food, Drug, and Cosmetic Act is
hereby postponed until January 1, 1940: Sections 402(c)
[342(c) of this title]; 403(e)(1) [343(e)(1) of this title];
403(g), (h), (1), (j), and (k) [343(g) to (k) of this titlel;
501(a), (4) [351(a)(4) of this titlel; 502(b), (d), (e), (), (g),
and (h) [352(b), (d) to (h) of this title]; 601(e) [361(e) of
this title]; and 602(b) [362(b) of this title].

‘“(b) The Secretary of Agriculture shall promulgate
regulations further postponing to July 1, 1940 the effec-
tive date of the provisions of sections 403(e)(1) [343(e)(1)
of this title]; 403(g), (h), (1), (j), and (k) [343(g) to (K)];
502(b), (d), (e), (), (g), and (h) [352(b), (d) to (h) of this
title]; and 602(b) [362(b) of this title] of such Act with
respect to lithographed labeling which was manufac-
tured prior to February 1, 1939, and to containers bear-
ing labeling which, prior to February 1, 1939, was litho-
graphed, etched, stamped, pressed, printed, fused or
blown on or in such containers, where compliance with
such provisions would be unduly burdensome by reason
of causing the loss of valuable stocks of such labeling
or containers, and where such postponement would not
prevent the public interest being adequately served:
Provided, That in no case shall such regulations apply
to labeling which would not have complied with the re-
quirements of the Food and Drugs Act of June 30, 1906,
as amended.

“SEC. 2. (a) The provisions of section 8 [section 10 of
this title], paragraph fifth, under the heading ‘In the
case of food:’, of the Food and Drugs Act of June 30,

im-
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1906, as amended, and regulations promulgated there-
under, and all other provisions of such Act to the ex-
tent that they may relate to the enforcement of such
section 8 [section 10 of this title] and of such regula-
tions, shall remain in force until January 1, 1940.

“(b) The provisions of such Act of June 30, 1906, as
amended, [sections 1 to 5, 7 to 15, and 372a of this title]
to the extent that they impose, or authorize the impo-
sition of, any requirement imposed by section 403(k) of
the Federal Food, Drug, and Cosmetic Act [section
343(k) of this title], shall remain in force until January
1, 1940.

‘‘(c) Notwithstanding the provisions of section 1 of
this Act, such section shall not apply—

‘(1) to the provisions of section 502(d) and (e) of the
Federal Food, Drug, and Cosmetic Act [352(d), (e) of
this title], insofar as such provisions relate to any
substance named in section 8 [section 10 of this title],
paragraph second, under the heading ‘In the case of
drugs:’, of the Food and Drugs Act of June 30, 1906, as
amended, or a derivative of any such substance; or

‘“(2) to the provisions of section 502(b), (d), (e), (f),
(g2), and (h) of the Federal Food, Drug, and Cosmetic
Act [352(b), (d) to (h) of this title], insofar as such
provisions relate to drugs to which section 505 [355 of
this title] of such Act applies.”

EFFECTIVE DATE

Section 902(a) of act June 25, 1938, provided that:
“This Act [enacting this chapter and repealing sections
1 to 5 and 7 to 15 of this title], shall take effect twelve
months after the date of its enactment [June 25, 1938].
The Federal Food and Drugs Act of June 30, 1906, as
amended (U.S.C., 1934 ed., title 21, secs. 1-15), shall re-
main in force until such effective date, and, except as
otherwise provided in this subsection, is hereby re-
pealed effective upon such date: Provided, That the pro-
visions of section 701 [section 371 of this title] shall be-
come effective on the enactment of this Act, and there-
after the Secretary is authorized hereby to (1) conduct
hearings and to promulgate regulations which shall be-
come effective on or after the effective date of this Act
as the Secretary shall direct, and (2) designate prior to
the effective date of this Act food having common or
usual names and exempt such food from the require-
ments of clause (2) of section 403(i) [section 343(i) of
this title] for a reasonable time to permit the formula-
tion, promulgation, and effective application of defini-
tions and standards of identity therefor as provided by
section 401 [section 341 of this title]: Provided further,
That sections 502(j), 505, and 601(a) [sections 352(j), 355,
361(a), respectively of this title], and all other provi-
sions of this Act to the extent that they may relate to
the enforcement of such sections, shall take effect on
the date of the enactment of this Act, except that in
the case of a cosmetic to which the proviso of section
601(a) [section 361(a) of this title], relates, such cos-
metic shall not, prior to the ninetieth day after such
date of enactment, be deemed adulterated by reason of
the failure of its label to bear the legend prescribed in
such proviso: Provided further, That the Act of March 4,
1923 (U.S.C., 1934 ed., title 21, sec. 6 [section 321a of this
title]; 42 Stat. 1500, ch. 268), defining butter and provid-
ing a standard therefor; the Act of July 24, 1919 (U.S.C.,
1934 ed., title 21, sec. 10 [section 321b of this title]; 41
Stat. 271, ch. 26], defining wrapped meats as in package
form; and the amendment to the Food and Drugs Act,
section 10A, approved August 27, 1935 (U.S.C. 1934 ed.,
Sup. III, title 21, sec. 14a [section 372a of this title])
shall remain in force and effect and be applicable to the
provisions of this Act.”

HAZARDOUS SUBSTANCES

Federal Hazardous Substances Act as not modifying
this chapter, see Pub. L. 86-613, §18, July 12, 1960, 74
Stat. 380, set out as an Effect Upon Federal and State
Laws note under section 1261 of Title 15, Commerce and
Trade.
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SHORT TITLE OF 2004 AMENDMENTS

Pub. L. 108-282, title I, §101, Aug. 2, 2004, 118 Stat. 891,
provided that: ‘““This title [enacting sections 360ccc to
360ccc—2 of this title, amending sections 321, 331, 352,
353, 354, and 360b of this title, enacting provisions set
out as notes under sections 360ccc and 393 of this title,
and amending provisions set out as a note under sec-
tion 360b of this title] may be cited as the ‘Minor Use
and Minor Species Animal Health Act of 2004’.”’

Pub. L. 108-282, title II, §201, Aug. 2, 2004, 118 Stat.
905, provided that: ‘“This title [enacting section 374a of
this title and section 242r of Title 42, The Public Health
and Welfare, amending sections 321, 343, and 343-1 of
this title, and enacting provisions set out as notes
under sections 321 and 343 of this title and sections 243
and 300d-2 of Title 42] may be cited as the ‘Food Aller-
gen Labeling and Consumer Protection Act of 2004’.”

Pub. L. 108-214, §1, Apr. 1, 2004, 118 Stat. 572, provided
that: “This Act [amending sections 331, 352, 360, 360e,
374, 379i, and 379j of this title and provisions set out as
notes under sections 352, 360/, and 379j of this title] may
be cited as the ‘Medical Devices Technical Corrections
Act’.”

SHORT TITLE OF 2003 AMENDMENTS

Pub. L. 108-155, §1, Dec. 3, 2003, 117 Stat. 1936, provided
that: ‘“This Act [enacting section 355c of this title,
amending sections 355, 35ba, and 355b of this title and
sections 262 and 284m of Title 42, The Public Health and
Welfare, enacting provisions set out as a note under
section 355c of this title, and amending provisions set
out as notes under section 3b5a of this title and section
284m of Title 42] may be cited as the ‘Pediatric Re-
search Equity Act of 2003’.”

Pub. L. 108-130, §1, Nov. 18, 2003, 117 Stat. 1361, pro-
vided that: ‘““This Act [enacting sections 379j-11 and
379j-12 of this title and provisions set out as notes
under section 379j-11 of this title] may be cited as the
‘Animal Drug User Fee Act of 2003°.”

SHORT TITLE OF 2002 AMENDMENTS

Pub. L. 107-281, §1, Nov. 6, 2002, 116 Stat. 1992, pro-
vided that: ‘““This Act [amending sections 360cc and
360ee of this title and enacting provisions set out as a
note under section 360ee of this title] may be cited as
the ‘Rare Diseases Orphan Product Development Act of
2002’.”

Pub. L. 107-250, §1(a), Oct. 26, 2002, 116 Stat. 1588, pro-
vided that: ““This Act [enacting sections 379i and 379j of
this title and section 289g-3 of Title 42, The Public
Health and Welfare, amending sections 321, 331, 333,
335a, 352, 353, 360, 360c, 360e, 360m, and 374 of this title,
and enacting provisions set out as notes under sections
352, 360e, 360j, 3607, 3791, and 379j of this title and section
289g-3 of Title 42] may be cited as the ‘Medical Device
User Fee and Modernization Act of 2002’.”

Pub. L. 107-188, title V, §501, June 12, 2002, 116 Stat.
687, provided that: ‘“This subtitle [subtitle A (§§501-509)
of title V of Pub. L. 107-188, amending sections 356b,
379g, and 379h of this title and enacting provisions set
out as notes under sections 356b and 3792 of this title]
may be cited as the ‘Prescription Drug User Fee
Amendments of 2002’.”

Pub. L. 107-109, §1, Jan. 4, 2002, 115 Stat. 1408, provided
that: “This Act [enacting sections 3556b and 393a of this
title and section 284m of Title 42, The Public Health
and Welfare, amending sections 321, 355, 355a, and 379h
of this title and sections 282, 284k, 284/, 285a—2, and 290b
of Title 42, and enacting provisions set out as notes
under sections 3556 and 3556a of this title and sections
284m and 289 of Title 42] may be cited as the ‘Best Phar-
maceuticals for Children Act’.”

SHORT TITLE OF 2000 AMENDMENT

Pub. L. 106-387, §1(a) [title VII, §745(a)], Oct. 28, 2000,
114 Stat. 1549, 1549A-35, provided that: ‘‘This section
[enacting section 384 of this title, amending sections
331, 333, and 381 of this title, and enacting provisions set
out as a note under section 384 of this title] may be
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cited as the ‘Medicine Equity and Drug Safety Act of
2000°.”

Pub. L. 106-387, §1(a) [title VII, §746(a)], Oct. 28, 2000,
114 Stat. 1549, 1549A-40, provided that: ‘‘This section
[amending section 381 of this title and enacting provi-
sions set out as a note under section 381 of this title]
may be cited as the ‘Prescription Drug Import Fairness
Act of 2000°.”

SHORT TITLE OF 1998 AMENDMENT

Pub. L. 105-324, §1, Oct. 30, 1998, 112 Stat. 3035, pro-
vided that: ‘“This Act [amending sections 321 and 346a
of this title] may be cited as the ‘Antimicrobial Regu-
lation Technical Corrections Act of 1998".”

SHORT TITLE OF 1997 AMENDMENT

Pub. L. 105-115, §1(a), Nov. 21, 1997, 111 Stat. 2296, pro-
vided that: “This Act [enacting sections 343-3, 353a,
3bba, 3566 to 3b6c, 360m, 360aaa to 360aaa—6, 360bbb to
360bbb-2, 379k, 3797, 3790, 379r, 379s, 379v, 396, and 397 of
this title and sections 247b-8 and 299a-3 of Title 42, The
Public Health and Welfare, amending sections 321, 331,
334, 335a, 343, 348, 351 to 353, 355, 360, 360b to 360e, 360g,
3601, 360j, 3607, 360aa to 360cc, 360ee, 371, 374, 379a, 379g,
379h, 381 to 383, 393, and 802 of this title, section 45C of
Title 26, Internal Revenue Code, section 156 of Title 35,
Patents, section 8126 of Title 38, Veterans’ Benefits, and
sections 262, 263a, and 282 of Title 42, repealing sections
3566 and 357 of this title, and enacting provisions set out
as notes under sections 321, 348, 351, 352, 353a, 355 to
356b, 3601, 3607, 360m, 360aaa, 371, 379g, 379h, 379k, and 393
of this title and sections 247b-8 and 282 of Title 42] may
be cited as the ‘Food and Drug Administration Mod-
ernization Act of 1997°.”

SHORT TITLE OF 1996 AMENDMENTS

Pub. L. 104-250, §1(a), Oct. 9, 1996, 110 Stat. 3151, pro-
vided that: ‘“This Act [enacting section 354 of this title,
amending sections 331, 353, and 360b of this title, and
enacting provisions set out as notes under section 360b
of this title] may be cited as the ‘Animal Drug Avail-
ability Act of 1996°.”

Pub. L. 104-170, title IV, §401(a), Aug. 3, 1996, 110 Stat.
1513, provided that: ““This title [amending sections 321,
331, 333, 342, and 346a of this title] may be cited as the
‘Food Quality Protection Act of 1996°.”

[Another ‘“Food Quality Protection Act of 1996, was
enacted by Pub. L. 104-170, §1, 110 Stat. 1489, which is
set out as a note under section 136 of Title 7, Agri-
culture.]

Pub. L. 104-134, title II, §2101(a), Apr. 26, 1996, 110
Stat. 1321-313, provided that: ‘“This chapter [chapter 1A
(§§2101-2105) of title II of Pub. L. 104-134, enacting sec-
tion 382 of this title and amending sections 331 and 381
of this title and section 262 of Title 42, The Public
Health and Welfare] may be cited as the ‘FDA Export
Reform and Enhancement Act of 1996°.”

SHORT TITLE OF 1994 AMENDMENTS

Pub. L. 103417, §1(a), Oct. 25, 1994, 108 Stat. 4325, pro-
vided that: ‘“This Act [enacting sections 343-2 and 350b
of this title and section 287c-11 of Title 42, The Public
Health and Welfare, amending sections 321, 331, 342, 343,
and 350 of this title and section 281 of Title 42, and en-
acting provisions set out as notes under sections 321
and 343 of this title] may be cited as the ‘Dietary Sup-
plement Health and Education Act of 1994°.”

Pub. L. 103-396, §1, Oct. 22, 1994, 108 Stat. 4153, pro-
vided that: ‘“This Act [amending sections 331, 343-1,
360b, and 371 of this title and enacting provisions set
out as notes under section 360b of this title] may be
cited as the ‘Animal Medicinal Drug Use Clarification
Act of 1994°.”

SHORT TITLE OF 1993 AMENDMENT

Pub. L. 103-80, §1, Aug. 13, 1993, 107 Stat. 773, provided
that: “This Act [amending sections 321, 331 to 333, 334,
335b, 341 to 343, 346a, 350a, 352, 3556 to 358, 360b to 360e,
360i, 360cc, 360hh to 360ss, 361, 371, 372, 373, 374, 376, 379%,
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and 381 of this title and section 263b of Title 42, The
Public Health and Welfare, and enacting provisions set
out as a note under section 343 of this title] may be
cited as the ‘Nutrition Labeling and Education Act
Amendments of 1993".”

SHORT TITLE OF 1992 AMENDMENTS

Pub. L. 102-571, title I, §101(a), Oct. 29, 1992, 106 Stat.
4491, provided that: ‘“This title [enacting sections 379g
and 379h of this title, transferring sections 372a, 376,
and 379c of this title to sections 376, 379¢ and 379f, re-
spectively, of this title, amending sections 321, 331, 342,
343, 346a, 351, 352, 360j, 361, 362, 453, 601, and 1033 of this
title, enacting provisions set out as notes under section
3792 of this title, and amending provisions set out as
notes under sections 343 and 343-1 of this title] may be
cited as the ‘Prescription Drug User Fee Act of 1992’.”

Pub. L. 102-571, title II, §201, Oct. 29, 1992, 106 Stat.
4500, provided that: ‘““This title [enacting provisions set
out as notes under sections 343 and 393 of this title and
amending provisions set out as notes under sections 343
and 343-1 of this title] may be cited as the ‘Dietary
Supplement Act of 1992°.”

Pub. L. 102-353, §1(a), Aug. 26, 1992, 106 Stat. 941, pro-
vided that: “This Act [amending sections 333, 353, and
381 of this title and enacting provisions set out as a
note under section 353 of this title] may be cited as the
‘Prescription Drug Amendments of 1992°.”’

Pub. L. 102-300, §1(a), June 16, 1992, 106 Stat. 238, pro-
vided that: “This Act [amending sections 321, 331, 334,
346a, 352, 353, 356, 357, 360c, 360d, 360g to 360i, 3601,
360mm, 371 to 372a, 376, and 381 of this title and section
262 of Title 42, The Public Health and Welfare and en-
acting and amending provisions set out as notes under
section 360i of this title] may be cited as the ‘Medical
Device Amendments of 1992°.”

Pub. L. 102-282, §1(a), May 13, 1992, 106 Stat. 149, pro-
vided that: ‘“This Act [enacting sections 335a to 335c of
this title, amending sections 321, 336, 337, and 355 of this
title, and enacting provisions set out as notes under
section 335a of this title] may be cited as the ‘Generic
Drug Enforcement Act of 1992°.”’

SHORT TITLE OF 1990 AMENDMENTS

Pub. L. 101-635, §1(a), Nov. 28, 1990, 104 Stat. 4583, pro-
vided that: ‘“This Act [enacting sections 379b to 379d
and 394 of this title] may be cited as the ‘Food and Drug
Administration Revitalization Act’.”

Pub. L. 101-629, §1(a), Nov. 28, 1990, 104 Stat. 4511, pro-
vided that: ““This Act [enacting sections 360/ and 383 of
this title, amending sections 321, 333, 351, 353, and 360c
to 360j of this title and sections 263b to 263n of Title 42,
The Public Health and Welfare, redesignating sections
263b to 263n of Title 42 as sections 360gg to 360ss of this
title, repealing section 263b of Title 42, and enacting
provisions set out as notes under sections 333, 360c, 360i,
360j, 360hh and 383 of this title] may be cited as the
‘Safe Medical Devices Act of 1990°.”

Pub. L. 101-535, §1(a), Nov. 8, 1990, 104 Stat. 2353, pro-
vided that: ‘““This Act [enacting section 343-1 of this
title, amending sections 321, 337, 343, 345, and 371 of this
title, and enacting provisions set out as notes under
sections 343 and 343-1 of this title] may be cited as the
‘Nutrition Labeling and Education Act of 1990°.”’

SHORT TITLE OF 1988 AMENDMENTS

Pub. L. 100-670, §1(a), Nov. 16, 1988, 102 Stat. 3971, pro-
vided that: ‘“This Act [amending sections 321, 353, and
360b of this title, section 2201 of Title 28, Judiciary and
Judicial Procedure, and sections 156 and 271 of Title 35,
Patents, and enacting provisions set out as notes under
section 360b of this title] may be cited as the ‘Generic
Animal Drug and Patent Term Restoration Act’.”

Pub. L. 100-607, title V, §501, Nov. 4, 1988, 102 Stat.
3120, provided that: ‘“This title [enacting section 393 of
this title, amending sections 5315 and 5316 of Title 5,
Government Organization and Employees, and enacting
provisions set out as notes under section 393 of this
title] may be cited as the ‘Food and Drug Administra-
tion Act of 1988°.”
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Pub. L. 100-293, §1(a), Apr. 22, 1988, 102 Stat. 95, pro-
vided that: ‘“This Act [amending sections 331, 333, 353,
and 381 of this title and enacting provisions set out as
notes under section 353 of this title] may be cited as the
‘Prescription Drug Marketing Act of 1987°.”

Pub. L. 100-290, §1, Apr. 18, 1988, 102 Stat. 90, provided
that: “This Act [amending sections 360bb and 360ee of
this title, enacting provisions set out as a note under
section 360aa of this title, and amending provisions set
out as a note under section 236 of Title 42, The Public
Health and Welfare] may be cited as the ‘Orphan Drug
Amendments of 1988°.”

SHORT TITLE OF 1986 AMENDMENT

Pub. L. 99-660, title I, §101(a), Nov. 14, 1986, 100 Stat.
3743, provided that: ‘“This title [enacting section 382 of
this title, amending sections 241 and 262 of Title 42, The
Public Health and Welfare, and enacting provisions set
out as notes under section 333 of this title and section
262 of Title 42] may be cited as the ‘Drug Export
Amendments Act of 1986°.”

SHORT TITLE OF 1985 AMENDMENT

Pub. L. 99-91, §1, Aug. 15, 1985, 99 Stat. 387, provided
that: ““This Act [amending sections 360aa to 360cc, and
360ee of this title, and sections 295g-1 and 6022 of Title
42, The Public Health and Welfare, and enacting provi-
sions set out as notes under section 360aa of this title
and section 236 of Title 42] may be cited as the ‘Orphan
Drug Amendments of 1985°.”

SHORT TITLE OF 1984 AMENDMENT

Pub. L. 98417, §1, Sept. 24, 1984, 98 Stat. 1585, pro-
vided: ‘““That this Act [enacting section 156 of Title 35,
Patents, amending sections 355 and 360cc of this title,
sections 68b, 68c, and 70b of Title 15, Commerce and
Trade, section 2201 of Title 28, Judiciary and Judicial
Procedure, and sections 271 and 282 of Title 35, and en-
acting provisions set out as notes under section 355 of
this title and section 68b of Title 15] may be cited as
the ‘Drug Price Competition and Patent Term Restora-
tion Act of 1984’.”

SHORT TITLE OF 1983 AMENDMENTS

Pub. L. 98-22, §1, Apr. 22, 1983, 97 Stat. 173, provided:
“That this Act [amending provisions set out as a note
under section 348 of this title] may be cited as the ‘Sac-
charin Study and Labeling Act Amendment of 1983’.”

Pub. L. 97-414, §1(a), Jan. 4, 1983, 96 Stat. 2049, pro-
vided that: ‘““This Act [enacting part B of subchapter V
of chapter 9 of this title, section 44H of Title 26, Inter-
nal Revenue Code, section 155 of Title 35, Patents, and
sections 236, 255, and 298b—4 of Title 42, The Public
Health and Welfare, amending sections 1274, 1472, 2055,
2060, 2064, 2068, and 2080 of Title 15, Commerce and
Trade, section 904 of this title, sections 280C and 6096 of
Title 26, and sections 209, 231, 242k, 242m, 243, 254c, 254]j,
254m, 2540, 254p, 256, 294j, 295g-1, 295g—-4, 295h, 295h-la,
297-1, 300, 300a-1, 300a-3, 300b, 300e-1, 300m, 300n-5,
300g-2, 300u-5, 300w-3, 300x-1, 300x—4, 300y-11, 4577, and
4588 of Title 42, enacting provisions set out as notes
under section 360aa of this title, section 44H of Title 26,
and sections 241, 255, 287i, and 300x-1 of Title 42, and re-
pealing provisions set out as a note under section
300t-11 of Title 42] may be cited as the ‘Orphan Drug
Act’.”

SHORT TITLE OF 1981 AMENDMENT

Pub. L. 97-42, §1, Aug. 14, 1981, 95 Stat. 946, provided:
“That this Act [amending provisions set out as a note
under section 348 of this title] may be cited as the ‘Sac-
charin Study and Labeling Act Amendment of 1981°.”’

SHORT TITLE OF 1980 AMENDMENT

Pub. L. 96-359, §1, Sept. 26, 1980, 94 Stat. 1190, pro-
vided: ‘““That this Act [enacting section 350a of this
title, amending sections 321, 331, 374, 830, 841 to 843, and
873 of this title, and enacting a provision set out as a
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note under section 350a of this title] may be cited as
the ‘Infant Formula Act of 1980’.”

SHORT TITLE OF 1977 AMENDMENT

Pub. L. 95-203, §1, Nov. 23, 1977, 91 Stat. 1451, provided
that: “This Act [enacting section 343a of this title,
amending sections 321 and 343 of this title, enacting
provisions set out as notes under sections 343 and 348 of
this title, and amending provisions set out as notes
under sections 218 and 289/-1 of Title 42, The Public
Health and Welfare] may be cited as the ‘Saccharin
Study and Labeling Act’.”

SHORT TITLE OF 1976 AMENDMENT

Pub. L. 94295, §1(a), May 28, 1976, 90 Stat. 539, pro-
vided that: ‘“This Act [enacting sections 360c to 360k,
379, and 379a of this title and section 3512 of Title 42,
The Public Health and Welfare, and amending sections
321, 331, 334, 351, 352, 358, 360, 374, 379, and 381 of this
title and section 55 of Title 15, Commerce and Trade]
may be cited as the ‘Medical Device Amendments of
1976°.”

SHORT TITLE OF 1972 AMENDMENT

Pub. L. 92-387, §1, Aug. 16, 1972, 86 Stat. 559, provided
that: ‘““This Act [amending sections 331, 335, and 360 of
this title and enacting provisions set out as notes
under section 360 of this title] may be cited as the
‘Drug Listing Act of 1972’.”

SHORT TITLE OF 1968 AMENDMENTS

Pub. L. 90-602, §1, Oct. 18, 1968, 82 Stat. 1173, provided
that: “This Act [enacting provisions now comprising
part C (§§360hh-360ss) of subchapter III of this chapter
and provisions set out as notes under section 360hh of
this title] may be cited as the ‘Radiation Control for
Health and Safety Act of 1968°.”"

Pub. L. 90-399, §1, July 13, 1968, 82 Stat. 342, provided:
“That this Act [enacting section 360b of this title,
amending sections 321, 331, 342, 351, 352, 357, 381, and 392
of this title, and enacting provisions set out as a note
under section 360b of this title] may be cited as the
‘Animal Drug Amendments of 1968°.”’

SHORT TITLE OF 1965 AMENDMENT

Pub. L. 89-74, §1, July 15, 1965, 79 Stat. 226, provided:
““That this Act [amending sections 321, 331, 333, 334, 360,
and 372 of this title and section 1114 of Title 18, Crimes
and Criminal Procedure, and enacting provisions set
out as notes under sections 321 and 352 of this title]
may be cited as the ‘Drug Abuse Control Amendments
of 1965°.”

SHORT TITLE OF 1962 AMENDMENT

Pub. L. 87-781, §1, Oct. 10, 1962, 76 Stat. 780, provided
in part that such Act [enacting sections 358 to 360 of
this title, amending sections 321, 331, 332, 348, 351 to 353,
355, 357, 372, 374, 379, and 381 of this title, and enacting
provisions set out as notes under sections 321, 331, 332,
352, 355, 358, 360, and 374 of this title] may be cited as
the ‘Drug Amendments of 1962’.”

SHORT TITLE OF 1960 AMENDMENT

Pub. L. 86-618, §1, July 12, 1960, 74 Stat. 397, provided:
““That this Act [amending sections 321, 331, 333, 342, 346,
361, 352, 361, 362, 371, and 379e of this title, repealing sec-
tions 354 and 364 of this title, and enacting notes set
out under this section] may be cited as the ‘Color Addi-
tive Amendments of 1960°.”

SHORT TITLE OF 1958 AMENDMENT

Pub. L. 85-929, §1, Sept. 6, 1958, 72 Stat. 1784, provided:
““That this Act [amending sections 321, 331, 342, 346, 348
of this title and section 210 of Title 42, The Public
Health and Welfare, and enacting provisions set out as
notes under sections 321, 342, and 451 of this title] may
be cited as the ‘Food Additives Amendment of 1958°.”
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SUBCHAPTER II—DEFINITIONS
§ 321. Definitions; generally

For the purposes of this chapter—

(a)(1) The term ‘“‘State’’, except as used in the
last sentence of section 372(a) of this title,
means any State or Territory of the United
States, the District of Columbia, and the Com-
monwealth of Puerto Rico.

(2) The term ‘‘Territory’’ means any Territory
or possession of the United States, including the
District of Columbia, and excluding the Com-
monwealth of Puerto Rico and the Canal Zone.

(b) The term ‘‘interstate commerce’ means (1)
commerce between any State or Territory and
any place outside thereof, and (2) commerce
within the District of Columbia or within any
other Territory not organized with a legislative
body.

(¢c) The term ‘‘Department’” means Depart-
ment of Health and Human Services.

(d) The term ‘‘Secretary’ means the Secretary
of Health and Human Services.

(e) The term ‘‘person’ includes individual,
partnership, corporation, and association.

(f) The term ‘‘food’” means (1) articles used for
food or drink for man or other animals, (2) chew-
ing gum, and (3) articles used for components of
any such article.

(2)(1) The term ‘‘drug’ means (A) articles rec-
ognized in the official United States Pharma-
copoeia, official Homoeopathic Pharmacopoeia
of the United States, or official National For-
mulary, or any supplement to any of them; and
(B) articles intended for use in the diagnosis,
cure, mitigation, treatment, or prevention of
disease in man or other animals; and (C) articles
(other than food) intended to affect the struc-
ture or any function of the body of man or other
animals; and (D) articles intended for use as a
component of any article specified in clause (A),
(B), or (C). A food or dietary supplement for
which a claim, subject to sections 343(r)(1)(B)
and 343(r)(3) of this title or sections 343(r)(1)(B)
and 343(r)(6)(D) of this title, is made in accord-
ance with the requirements of section 343(r) of
this title is not a drug solely because the label
or the labeling contains such a claim. A food, di-
etary ingredient, or dietary supplement for
which a truthful and not misleading statement
is made in accordance with section 343(r)(6) of
this title is not a drug under clause (C) solely
because the label or the labeling contains such
a statement.

(2) The term ‘‘counterfeit drug’” means a drug
which, or the container or labeling of which,
without authorization, bears the trademark,
trade name, or other identifying mark, imprint,
or device, or any likeness thereof, of a drug
manufacturer, processor, packer, or distributor
other than the person or persons who in fact
manufactured, processed, packed, or distributed
such drug and which thereby falsely purports or
is represented to be the product of, or to have
been packed or distributed by, such other drug
manufacturer, processor, packer, or distributor.

(h) The term ‘‘device’” (except when used in
paragraph (n) of this section and in sections
331(i), 343(f), 352(c), and 362(c) of this title) means
an instrument, apparatus, implement, machine,
contrivance, implant, in vitro reagent, or other
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similar or related article, including any compo-
nent, part, or accessory, which is—

(1) recognized in the official National For-
mulary, or the United States Pharmacopeia,
or any supplement to them,

(2) intended for use in the diagnosis of dis-
ease or other conditions, or in the cure, miti-
gation, treatment, or prevention of disease, in
man or other animals, or

(3) intended to affect the structure or any
function of the body of man or other animals,
and

which does not achieve its primary intended
purposes through chemical action within or on
the body of man or other animals and which is
not dependent upon being metabolized for the
achievement of its primary intended purposes.

(i) The term ‘‘cosmetic” means (1) articles in-
tended to be rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise ap-
plied to the human body or any part thereof for
cleansing, beautifying, promoting attrac-
tiveness, or altering the appearance, and (2) ar-
ticles intended for use as a component of any
such articles; except that such term shall not in-
clude soap.

(j) The term ‘‘official compendium’ means the
official United States Pharmacopoeia, official
Homoeopathic Pharmacopoeia of the United
States, official National Formulary, or any sup-
plement to any of them.

(k) The term ‘‘label’’ means a display of writ-
ten, printed, or graphic matter upon the imme-
diate container of any article; and a require-
ment made by or under authority of this chapter
that any word, statement, or other information
appear on the label shall not be considered to be
complied with unless such word, statement, or
other information also appears on the outside
container or wrapper, if any there be, of the re-
tail package of such article, or is easily legible
through the outside container or wrapper.

() The term ‘“immediate container’” does not
include package liners.

(m) The term ‘‘labeling’ means all labels and
other written, printed, or graphic matter (1)
upon any article or any of its containers or
wrappers, or (2) accompanying such article.

(n) If an article is alleged to be misbranded be-
cause the labeling or advertising is misleading,
then in determining whether the labeling or ad-
vertising is misleading there shall be taken into
account (among other things) not only represen-
tations made or suggested by statement, word,
design, device, or any combination thereof, but
also the extent to which the labeling or adver-
tising fails to reveal facts material in the light
of such representations or material with respect
to consequences which may result from the use
of the article to which the labeling or advertis-
ing relates under the conditions of use pre-
scribed in the labeling or advertising thereof or
under such conditions of use as are customary or
usual.

(0) The representation of a drug, in its label-
ing, as an antiseptic shall be considered to be a
representation that it is a germicide, except in
the case of a drug purporting to be, or rep-
resented as, an antiseptic for inhibitory use as a
wet dressing, ointment, dusting powder, or such
other use as involves prolonged contact with the
body.
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(p) The term ‘‘new drug’ means—

(1) Any drug (except a new animal drug or an
animal feed bearing or containing a new ani-
mal drug) the composition of which is such
that such drug is not generally recognized,
among experts qualified by scientific training
and experience to evaluate the safety and ef-
fectiveness of drugs, as safe and effective for
use under the conditions prescribed, rec-
ommended, or suggested in the labeling there-
of, except that such a drug not so recognized
shall not be deemed to be a ‘“‘new drug’ if at
any time prior to June 25, 1938, it was subject
to the Food and Drugs Act of June 30, 1906, as
amended, and if at such time its labeling con-
tained the same representations concerning
the conditions of its use; or

(2) Any drug (except a new animal drug or an
animal feed bearing or containing a new ani-
mal drug) the composition of which is such
that such drug, as a result of investigations to
determine its safety and effectiveness for use
under such conditions, has become so recog-
nized, but which has not, otherwise than in
such investigations, been used to a material
extent or for a material time under such con-
ditions.

(q)(1)(A) Except as provided in clause (B), the
term ‘‘pesticide chemical’”’” means any substance
that is a pesticide within the meaning of the
Federal Insecticide, Fungicide, and Rodenticide
Act [7 U.S.C. 136 et seq.], including all active
and inert ingredients of such pesticide. Notwith-
standing any other provision of law, the term
“‘pesticide’” within such meaning includes ethyl-
ene oxide and propylene oxide when such sub-
stances are applied on food.

(B) In the case of the use, with respect to food,
of a substance described in clause (A) to prevent,
destroy, repel, or mitigate microorganisms (in-
cluding bacteria, viruses, fungi, protozoa, algae,
and slime), the following applies for purposes of
clause (A):

(i) The definition in such clause for the term
‘“‘pesticide chemical’ does not include the sub-
stance if the substance is applied for such use
on food, or the substance is included for such
use in water that comes into contact with the
food, in the preparing, packing, or holding of
the food for commercial purposes. The sub-
stance is not excluded under this subclause
from such definition if the substance is ethyl-
ene oxide or propylene oxide, and is applied for
such use on food. The substance is not so ex-
cluded if the substance is applied for such use
on a raw agricultural commodity, or the sub-
stance is included for such use in water that
comes into contact with the commodity, as
follows:

(I) The substance is applied in the field.

(IT) The substance is applied at a treat-
ment facility where raw agricultural com-
modities are the only food treated, and the
treatment is in a manner that does not
change the status of the food as a raw agri-
cultural commodity (including treatment
through washing, waxing, fumigating, and
packing such commodities in such manner).

(ITI) The substance is applied during the
transportation of such commodity between
the field and such a treatment facility.
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(ii) The definition in such clause for the
term ‘‘pesticide chemical” does not include
the substance if the substance is a food con-
tact substance as defined in section 348(h)(6) of
this title, and any of the following circum-
stances exist: The substance is included for
such use in an object that has a food contact
surface but is not intended to have an ongoing
effect on any portion of the object; the sub-
stance is included for such use in an object
that has a food contact surface and is intended
to have an ongoing effect on a portion of the
object but not on the food contact surface; or
the substance is included for such use in or is
applied for such use on food packaging (with-
out regard to whether the substance is in-
tended to have an ongoing effect on any por-
tion of the packaging). The food contact sub-
stance is not excluded under this subclause
from such definition if any of the following
circumstances exist: The substance is applied
for such use on a semipermanent or permanent
food contact surface (other than being applied
on food packaging); or the substance is in-
cluded for such use in an object that has a
semipermanent or permanent food contact
surface (other than being included in food
packaging) and the substance is intended to
have an ongoing effect on the food contact
surface.

With respect to the definition of the term ‘‘pes-
ticide’’ that is applicable to the Federal Insecti-
cide, Fungicide, and Rodenticide Act [7 U.S.C.
136 et seq.], this clause does not exclude any sub-
stance from such definition.

(2) The term ‘‘pesticide chemical residue”
means a residue in or on raw agricultural com-
modity or processed food of—

(A) a pesticide chemical; or

(B) any other added substance that is
present on or in the commodity or food pri-
marily as a result of the metabolism or other
degradation of a pesticide chemical.

(3) Notwithstanding subparagraphs (1) and (2),
the Administrator may by regulation except a
substance from the definition of ‘‘pesticide
chemical” or ‘“‘pesticide chemical residue’ if—

(A) its occurrence as a residue on or in a raw
agricultural commodity or processed food is
attributable primarily to natural causes or to
human activities not involving the use of any
substances for a pesticidal purpose in the pro-
duction, storage, processing, or transportation
of any raw agricultural commodity or proc-
essed food; and

(B) the Administrator, after consultation
with the Secretary, determines that the sub-
stance more appropriately should be regulated
under one or more provisions of this chapter
other than sections 342(a)(2)(B) and 346a of this
title.

(r) The term ‘‘raw agricultural commodity”’
means any food in its raw or natural state, in-
cluding all fruits that are washed, colored, or
otherwise treated in their unpeeled natural form
prior to marketing.

(s) The term ‘‘food additive” means any sub-
stance the intended use of which results or may
reasonably be expected to result, directly or in-
directly, in its becoming a component or other-
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wise affecting the characteristics of any food
(including any substance intended for use in pro-
ducing, manufacturing, packing, processing, pre-
paring, treating, packaging, transporting, or
holding food; and including any source of radi-
ation intended for any such use), if such sub-
stance is not generally recognized, among ex-
perts qualified by scientific training and experi-
ence to evaluate its safety, as having been ade-
quately shown through scientific procedures (or,
in the case of a substance used in food prior to
January 1, 1958, through either scientific proce-
dures or experience based on common use in
food) to be safe under the conditions of its in-
tended use; except that such term does not in-
clude—

(1) a pesticide chemical residue in or on a
raw agricultural commodity or processed food;
or

(2) a pesticide chemical; or

(3) a color additive; or

(4) any substance used in accordance with a
sanction or approval granted prior to Septem-
ber 6, 1958, pursuant to this chapter, the Poul-
try Products Inspection Act [21 U.S.C. 451 et
seq.] or the Meat Inspection Act of March 4,
1907, as amended and extended [21 U.S.C. 601 et
seq.];

(5) a new animal drug; or

(6) an ingredient described in paragraph (ff)
in, or intended for use in, a dietary supple-
ment.

(t)(1) The term ‘‘color additive’” means a mate-
rial which—

(A) is a dye, pigment, or other substance
made by a process of synthesis or similar arti-
fice, or extracted, isolated, or otherwise de-
rived, with or without intermediate or final
change of identity, from a vegetable, animal,
mineral, or other source, and

(B) when added or applied to a food, drug, or
cosmetic, or to the human body or any part
thereof, is capable (alone or through reaction
with other substance) of imparting color
thereto;

except that such term does not include any ma-
terial which the Secretary, by regulation, deter-
mines is used (or intended to be used) solely for
a purpose or purposes other than coloring.

(2) The term ‘‘color” includes black, white,
and intermediate grays.

(3) Nothing in subparagraph (1) of this para-
graph shall be construed to apply to any pes-
ticide chemical, soil or plant nutrient, or other
agricultural chemical solely because of its effect
in aiding, retarding, or otherwise affecting, di-
rectly or indirectly, the growth or other natural
physiological processes of produce of the soil
and thereby affecting its color, whether before
or after harvest.

(u) The term ‘‘safe’ as used in paragraph (8) of
this section and in sections 348, 360b, 360ccc, and
379¢e of this title, has reference to the health of
man or animal.

(v) The term ‘“‘new animal drug’” means any
drug intended for use for animals other than
man, including any drug intended for use in ani-
mal feed but not including such animal feed,—

(1) the composition of which is such that
such drug is not generally recognized, among
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experts qualified by scientific training and ex-
perience to evaluate the safety and effective-
ness of animal drugs, as safe and effective for
use under the conditions prescribed, rec-
ommended, or suggested in the labeling there-
of; except that such a drug not so recognized
shall not be deemed to be a ‘“‘new animal drug”’
if at any time prior to June 25, 1938, it was
subject to the Food and Drug Act of June 30,
1906, as amended, and if at such time its label-
ing contained the same representations con-
cerning the conditions of its use; or

(2) the composition of which is such that
such drug, as a result of investigations to de-
termine its safety and effectiveness for use
under such conditions, has become so recog-
nized but which has not, otherwise than in
such investigations, been used to a material
extent or for a material time under such con-
ditions.

Provided that any drug intended for minor use
or use in a minor species that is not the subject
of a final regulation published by the Secretary
through notice and comment rulemaking find-
ing that the criteria of paragraphs (1) and (2)
have not been met (or that the exception to the
criterion in paragraph (1) has been met) is a new
animal drug.

(w) The term ‘“‘animal feed”, as used in para-
graph (w)1 of this section, in section 360b of this
title, and in provisions of this chapter referring
to such paragraph or section, means an article
which is intended for use for food for animals
other than man and which is intended for use as
a substantial source of nutrients in the diet of
the animal, and is not limited to a mixture in-
tended to be the sole ration of the animal.

(x) The term ‘‘informal hearing’” means a
hearing which is not subject to section 554, 556,
or 557 of title 5 and which provides for the fol-
lowing:

(1) The presiding officer in the hearing shall
be designated by the Secretary from officers
and employees of the Department who have
not participated in any action of the Sec-
retary which is the subject of the hearing and
who are not directly responsible to an officer
or employee of the Department who has par-
ticipated in any such action.

(2) Each party to the hearing shall have the
right at all times to be advised and accom-
panied by an attorney.

(3) Before the hearing, each party to the
hearing shall be given reasonable notice of the
matters to be considered at the hearing, in-
cluding a comprehensive statement of the
basis for the action taken or proposed by the
Secretary which is the subject of the hearing
and a general summary of the information
which will be presented by the Secretary at
the hearing in support of such action.

(4) At the hearing the parties to the hearing
shall have the right to hear a full and com-
plete statement of the action of the Secretary
which is the subject of the hearing together
with the information and reasons supporting
such action, to conduct reasonable question-
ing, and to present any oral or written infor-
mation relevant to such action.

180 in original. Probably should be paragraph **(v)”.
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(6) The presiding officer in such hearing
shall prepare a written report of the hearing
to which shall be attached all written mate-
rial presented at the hearing. The participants
in the hearing shall be given the opportunity
to review and correct or supplement the pre-
siding officer’s report of the hearing.

(6) The Secretary may require the hearing to
be transcribed. A party to the hearing shall
have the right to have the hearing transcribed
at his expense. Any transcription of a hearing
shall be included in the presiding officer’s re-
port of the hearing.

(y) The term ‘‘saccharin” includes calcium
saccharin, sodium saccharin, and ammonium
saccharin.

(z) The term ‘‘infant formula’’ means a food
which purports to be or is represented for spe-
cial dietary use solely as a food for infants by
reason of its simulation of human milk or its
suitability as a complete or partial substitute
for human milk.

(aa) The term ‘‘abbreviated drug application”
means an application submitted under section
355(j) of this title for the approval of a drug that
relies on the approved application of another
drug with the same active ingredient to estab-
lish safety and efficacy, and—

(1) in the case of section 335a of this title, in-
cludes a supplement to such an application for
a different or additional use of the drug but
does not include a supplement to such an ap-
plication for other than a different or addi-
tional use of the drug, and

(2) in the case of sections 335b and 335c of
this title, includes any supplement to such an
application.

(bb) The term ‘‘knowingly’ or ‘‘knew’ means
that a person, with respect to information—
(1) has actual knowledge of the information,
or
(2) acts in deliberate ignorance or reckless
disregard of the truth or falsity of the infor-
mation.

(cc) For purposes of section 335a of this title,
the term ‘‘high managerial agent”—

(1) means—

(A) an officer or director of a corporation
or an association,

(B) a partner of a partnership, or

(C) any employee or other agent of a cor-
poration, association, or partnership,

having duties such that the conduct of such of-
ficer, director, partner, employee, or agent
may fairly be assumed to represent the policy
of the corporation, association, or partnership,
and

(2) includes persons having management re-
sponsibility for—

(A) submissions to the Food and Drug Ad-
ministration regarding the development or
approval of any drug product,

(B) production, quality assurance, or qual-
ity control of any drug product, or

(C) research and development of any drug
product.

(dd) For purposes of sections 335a and 335b of
this title, the term ‘‘drug product’ means a drug
subject to regulation under section 355, 360b, or
382 of this title or under section 262 of title 42.
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(ee) The term ‘‘Commissioner’” means the
Commissioner of Food and Drugs.
(ff) The term ‘‘dietary supplement’—

(1) means a product (other than tobacco) in-
tended to supplement the diet that bears or
contains one or more of the following dietary
ingredients:

(A) a vitamin;

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;

(E) a dietary substance for use by man to
supplement the diet by increasing the total
dietary intake; or

(F) a concentrate, metabolite, constituent,
extract, or combination of any ingredient
described in clause (A), (B), (C), (D), or (E);

(2) means a product that—

(A)(@i) is intended for ingestion in a form
described in section 350(c)(1)(B)(i) of this
title; or

(ii) complies with section 350(c)(1)(B)(ii) of
this title;

(B) is not represented for use as a conven-
tional food or as a sole item of a meal or the
diet; and

(C) is labeled as a dietary supplement; and

(3) does—

(A) include an article that is approved as a
new drug under section 355 of this title or li-
censed as a biologic under section 262 of title
42 and was, prior to such approval, certifi-
cation, or license, marketed as a dietary
supplement or as a food unless the Secretary
has issued a regulation, after notice and
comment, finding that the article, when
used as or in a dietary supplement under the
conditions of use and dosages set forth in the
labeling for such dietary supplement, is un-
lawful under section 342(f) of this title; and

(B) not include—

(i) an article that is approved as a new
drug under section 355 of this title, cer-
tified as an antibiotic under section 357 of
this title, or licensed as a biologic under
section 262 of title 42, or

(ii) an article authorized for investiga-
tion as a new drug, antibiotic, or biologi-
cal for which substantial clinical inves-
tigations have been instituted and for
which the existence of such investigations
has been made public,

which was not before such approval, certifi-
cation, licensing, or authorization marketed
as a dietary supplement or as a food unless the
Secretary, in the Secretary’s discretion, has
issued a regulation, after notice and comment,
finding that the article would be lawful under
this chapter.

Except for purposes of paragraph (g), a dietary
supplement shall be deemed to be a food within
the meaning of this chapter.

(gg) The term ‘‘processed food’ means any
food other than a raw agricultural commodity
and includes any raw agricultural commodity
that has been subject to processing, such as can-
ning, cooking, freezing, dehydration, or milling.

(hh) The term ‘“‘Administrator’” means the Ad-
ministrator of the United States Environmental
Protection Agency.
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(ii) The term ‘‘compounded positron emission
tomography drug’—
(1) means a drug that—

(A) exhibits spontaneous disintegration of
unstable nuclei by the emission of positrons
and is used for the purpose of providing dual
photon positron emission tomographic diag-
nostic images; and

(B) has been compounded by or on the
order of a practitioner who is licensed by a
State to compound or order compounding for
a drug described in subparagraph (A), and is
compounded in accordance with that State’s
law, for a patient or for research, teaching,
or quality control; and

(2) includes any nonradioactive reagent, re-
agent kit, ingredient, nuclide generator, accel-
erator, target material, electronic synthesizer,
or other apparatus or computer program to be
used in the preparation of such a drug.

(jj) The term ‘‘antibiotic drug’” means any
drug (except drugs for use in animals other than
humans) composed wholly or partly of any kind
of penicillin, streptomycin, chlortetracycline,
chloramphenicol, bacitracin, or any other drug
intended for human use containing any quantity
of any chemical substance which is produced by
a micro-organism and which has the capacity to
inhibit or destroy micro-organisms in dilute so-
lution (including a chemically synthesized
equivalent of any such substance) or any deriva-
tive thereof.

(kk) PRIORITY SUPPLEMENT.—The term ‘‘prior-
ity supplement’” means a drug application re-
ferred to in section 101(4) of the Food and Drug
Administration Modernization Act of 1997 (111
Stat. 2298).

(Il)(1) The term ‘‘single-use device’’ means a
device that is intended for one use, or on a sin-
gle patient during a single procedure.

(2)(A) The term ‘‘reprocessed’, with respect to
a single-use device, means an original device
that has previously been used on a patient and
has been subjected to additional processing and
manufacturing for the purpose of an additional
single use on a patient. The subsequent process-
ing and manufacture of a reprocessed single-use
device shall result in a device that is reproc-
essed within the meaning of this definition.

(B) A single-use device that meets the defini-
tion under clause (A) shall be considered a re-
processed device without regard to any descrip-
tion of the device used by the manufacturer of
the device or other persons, including a descrip-
tion that uses the term ‘‘recycled’” rather than
the term ‘‘reprocessed’.

(3) The term ‘‘original device’” means a new,
unused single-use device.

(mm)(1) The term ‘‘critical reprocessed single-
use device” means a reprocessed single-use de-
vice that is intended to contact normally sterile
tissue or body spaces during use.

(2) The term ‘‘semi-critical reprocessed single-
use device’” means a reprocessed single-use de-
vice that is intended to contact intact mucous
membranes and not penetrate normally sterile
areas of the body.

(nn) The term ‘“‘major species’’ means cattle,
horses, swine, chickens, turkeys, dogs, and cats,
except that the Secretary may add species to
this definition by regulation.
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(00) The term ‘‘minor species’” means animals
other than humans that are not major species.

(pp) The term ‘‘minor use’” means the intended
use of a drug in a major species for an indication
that occurs infrequently and in only a small
number of animals or in limited geographical
areas and in only a small number of animals an-
nually.

(qa) The term ‘“‘major food allergen’” means
any of the following:

(1) Milk, egg, fish (e.g., bass, flounder, or
cod), Crustacean shellfish (e.g., crab, lobster,
or shrimp), tree nuts (e.g., almonds, pecans, or
walnuts), wheat, peanuts, and soybeans.

(2) A food ingredient that contains protein
derived from a food specified in paragraph (1),
except the following:

(A) Any highly refined oil derived from a
food specified in paragraph (1) and any ingre-
dient derived from such highly refined oil.

(B) A food ingredient that is exempt under
paragraph (6) or (7) of section 343(w) of this
title.

(June 25, 1938, ch. 675, §201, 52 Stat. 1040; July 22,
1954, ch. 559, §1, 68 Stat. 511; Pub. L. 85-929, §2,
Sept. 6, 1958, 72 Stat. 1784; Pub. L. 86618, title I,
§101, July 12, 1960, 74 Stat. 397; Pub. L. 87-781,
title I, §102(a), title III, §307(a), Oct. 10, 1962, 76
Stat. 781, 796; Pub. L. 89-74, §§3(a), 9(b), July 15,
1965, 79 Stat. 227, 234; Pub. L. 90-399, §102, July
13, 1968, 82 Stat. 351; Pub. L. 90-639, §§1, 4(a), Oct.
24, 1968, 82 Stat. 1361, 1362; Pub. L. 91-513, title II,
§701(a), (g), Oct. 27, 1970, 84 Stat. 1281, 1282; Pub.
L. 92-516, §3(3), Oct. 21, 1972, 86 Stat. 998; Pub. L.
94-278, title V, §502(a)(2)(A), Apr. 22, 1976, 90
Stat. 411; Pub. L. 94-295, §3(a)(1)(A), (2), May 28,
1976, 90 Stat. 575; Pub. L. 95-203, §4(b)(3), Nov. 23,
1977, 91 Stat. 1453; Pub. L. 96-359, §3, Sept. 26,
1980, 94 Stat. 1193; Pub. L. 100-670, title I,
§107(a)(1), Nov. 16, 1988, 102 Stat. 3984; Pub. L.
101-535, §5(b), Nov. 8, 1990, 104 Stat. 2362; Pub. L.
101-629, §16(b), Nov. 28, 1990, 104 Stat. 4526; Pub.
L. 102-282, §6, May 13, 1992, 106 Stat. 161; Pub. L.
102-300, §6(a), (b), June 16, 1992, 106 Stat. 240;
Pub. L. 102-571, title I, §107(1), Oct. 29, 1992, 106
Stat. 4499; Pub. L. 103-80, §§3(b), (dd)(1), 4(b),
Aug. 13, 1993, 107 Stat. 775, 779; Pub. L. 103-417,
§§3(a), (b), 10(a), Oct. 25, 1994, 108 Stat. 4327, 4332;
Pub. L. 104-170, title IV, §402, Aug. 3, 1996, 110
Stat. 1513; Pub. L. 105-115, title I, §§121(a),
125(b)(2)(A), (e), Nov. 21, 1997, 111 Stat. 2320, 2325,
2327; Pub. L. 105-324, §2(a), (c), Oct. 30, 1998, 112
Stat. 3035, 3037; Pub. L. 107-109, §5(b)(1), Jan. 4,
2002, 115 Stat. 1413; Pub. L. 107-250, title III,
§302(d), Oct. 26, 2002, 116 Stat. 1619; Pub. L.
108-282, title I, §102(b)(1), (5)(A), (B), title II,
§203(c)(1), Aug. 2, 2004, 118 Stat. 891, 902, 908.)

REFERENCES IN TEXT

The Food and Drugs Act of June 30, 1906, as amended,
referred to in par. (p)(1), and the Food and Drug Act of
June 30, 1906, as amended, referred to in par. (v)(1), is
act June 30, 1906, ch. 3915, 34 Stat. 768, as amended,
which was classified to subchapter I (§1 et seq.) of chap-
ter 1 of this title, was repealed (except for section 14a
which was transferred to section 372a of this title) by
act June 25, 1938, ch. 675, §902(a), 52 Stat. 1059, and is
covered by this chapter.

The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in par. (q)(1), is act June 25, 1947, ch.
125, as amended generally by Pub. L. 92-516, Oct. 21,
1972, 86 Stat. 973, which is classified generally to sub-
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chapter II (§136 et seq.) of chapter 6 of Title 7, Agri-
culture. For complete classification of this Act to the
Code, see Short Title note set out under section 136 of
Title 7 and Tables.

The Poultry Products Inspection Act, referred to in
par. (s)(4), is Pub. L. 85-172, Aug. 28, 1957, 71 Stat. 441,
as amended, which is classified generally to chapter 10
(§451 et seq.) of this title. For complete classification of
this Act to the Code, see Short Title note set out under
section 451 of this title and Tables.

The Meat Inspection Act of March 4, 1907, as amended
and extended, referred to in par. (s)(4), is act Mar. 4,
1907, ch. 2907, titles I to IV, as added Dec. 15, 1967, Pub.
L. 90201, 81 Stat. 584, which are classified generally to
subchapters I to IV (§601 et seq.) of chapter 12 of this
title. For complete classification of this Act to the
Code, see Short Title note set out under section 601 of
this title and Tables.

Section 101(4) of the Food and Drug Administration
Modernization Act of 1997, referred to in par. (kk), is
section 101(4) of Pub. L. 105-115, which is set out as a
note under section 379g of this title.

AMENDMENTS

2004-Par. (u). Pub. L. 108-282, §102(b)(5)(A),
stituted ¢‘360b, 360ccc’ for <“360b°°.

Par. (v). Pub. L. 108-282, §102(b)(5)(B), inserted con-
cluding provisions.

Pars. (nn) to (pp). Pub. L. 108-282, §102(b)(1), added
pars. (nn) to (pp).

Par. (qq). Pub. L. 108-282, §203(c)(1), added par. (qq).

2002—Par. (kk). Pub. L. 107-109 added par. (kKKk).

Pars. (Il), (mm). Pub. L. 107-250 added pars. (II) and
(mm).

1998—Par. (q)(1). Pub. L. 105-324, §2(a), added subpar.
(1) and struck out former subpar. (1) which read as fol-
lows: “The term ‘pesticide chemical’ means any sub-
stance that is a pesticide within the meaning of the
Federal Insecticide, Fungicide, and Rodenticide Act,
including all active and inert ingredients of such pes-
ticide.”

Par. (q)(3). Pub. L. 105-324, §2(c), substituted ‘‘sub-
paragraphs (1) and (2)” for ‘‘paragraphs (1) and (2)” in
introductory provisions.

1997—Par. (aa). Pub. L. 105-115, §125(b)(2)(A), struck
out ‘‘or 357" after ‘‘section 355(j).

Par. (dd). Pub. L. 105-115, §125(b)(2)(A), struck out
¢“357,” after ‘‘section 355,”.

Par. (ff)(3)(A). Pub. L. 105-115, §125(b)(2)(A), struck
out ¢, certified as an antibiotic under section 357 of
this title,”” before ‘‘or licensed as a biologic’’.

Par. (ii). Pub. L. 105-115, §121(a), added par. (ii).

Par. (jj). Pub. L. 105-115, §125(e), added par. (jj).

1996—Par. (q). Pub. L. 104-170, §402(a), amended par.
(q) generally. Prior to amendment, par. (q) read as fol-
lows: “The term ‘pesticide chemical’ means any sub-
stance which, alone, in chemical combination or in for-
mulation with one or more other substances, is ‘a pes-
ticide’ within the meaning of the Federal Insecticide,
Fungicide, and Rodenticide Act as now in force or as
hereafter amended, and which is used in the produc-
tion, storage, or transportation of raw agricultural
commodities.”

Par. (s)(1), (2). Pub. L. 104-170, §402(b), amended sub-
pars. (1) and (2) generally. Prior to amendment, sub-
pars. (1) and (2) read as follows:

‘(1) a pesticide chemical in or on a raw agricultural
commodity; or

‘(2) a pesticide chemical to the extent that it is in-
tended for use or is used in the production, storage, or
transportation of any raw agricultural commodity; or’’.

Pars. (gg), (hh). Pub. L. 104-170, §402(c), added pars.
(gg) and (hh).

1994—Par. (g)(1). Pub. L. 103-417, §10(a), amended last
sentence generally. Prior to amendment, last sentence
read as follows: ‘A food for which a claim, subject to
sections 343(r)(1)(B) and 343(r)(3) of this title or sections
343(r)(1)(B) and 343(r)(5)(D) of this title, is made in ac-
cordance with the requirements of section 343(r) of this
title is not a drug under clause (B) solely because the
label or labeling contains such a claim.”’

sub-
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Par. (8)(6). Pub. L. 103417, §3(b), added subpar. (6).
Par. (ff). Pub. L. 103417, §3(a), added par. (ff).

1993—Pars. (c), (d). Pub. L. 103-80, §3(dd)(1), sub-
stituted ‘‘Health and Human Services’” f